Food and Drug Administration

Operating plan for FY 2016

Dollars in Millions

FY2015 FY 2016
Activities . FY 2016 FY16 Final+/-
FY 2015 Final Final FY15 Final
FOOOS PrOgIam.... .ottt 913.784 998.914 85.13
FOOOS, BA ...t 903.403 987.328 83.925
FOOAS, USEE FEES.....c.iiiiiiiecictsce et 10.381 11.586 1.205
L0001 (=] S TSSOSO USSP PP TTPTPRRUROIN 280.48 304.544 24.064
B A et 279.994 303.994 24.
Food Safety [non-add].........ccceevieiieiiiiiiice e 279.994 303.994 24.
Cosmetics [NON-add]/L......ccoviirieririiiriire e 7.404 8.106 702
USEE FEBS.....oiiiiiiii e 486 .55 .064
Food and Feed Recall USer Fee...........cccccevirinniciiiinniieeccnee 243 243
Voluntary Qualified Importer Program..........cccoeeveienienneneneinenens 243 243 .
Third Party Auditor Program........cc.ccernenneneeseesse e . .064 .064
FREIG . e 633.304 694.37 61.066
B A bbbttt eas 623.409 683.334 59.925
Food Safety [NON-add].......c.cocorieiininiiieiennense e 623.409 683.334 59.925
CoSMELICS [NON-8AA] ....cveviieeiririeirieeee e 4.114 3414 -7
USEE FEBS.....oiiiiiiiirct e 9.895 11.036 1.141
Food and Feed Recall USer Fee...........ccccceririnniciiiinnsccecee 1. 1.
Food Reinspection User Fee.........cccc....... 4.575 4.575
Voluntary Qualified Importer Program.... 4.32 4.32 .
Third Party Auditor Program... . 1.141 1.141
Human Drugs........cccceeveninencneneniens 1,338.599 1,394.827 56.228
Human Drugs, BA................ 482.287 491.503 9.216
Human Drugs, User Fees..... 856.312 903.324 47.012
Center... 1,135.258 1,189.531 54.273
B A e ettt 346.08 355.296 9.216
Antimicrobial Resistance (includes CARB) [non-add].........c.ccccoeuenee. 3.874 10.277 6.403
Orphan Product Development Grants Program [non-add]................. 14.035 16.535 25
Over-the-Counter Drugs (includes sunscreen) [non-add] 2/............... 11.436 12.263 .827
USEE FES.....oiiiiirci e 789.178 834.235 45.057
Prescription Drug USer FEE ACL.........cvivriirrinnieireenscsee e 561.252 601.643 40.391
GeNEriC Drug USEr FEE.......covviiieirieirierees et 211.625 215.867 4.242
BioSimilars USEr FEE ACL........ccoveiieiiiirieensese e 15.9 16.298 .398
Outsourcing FaCility........ocooviiieiireree e 401 427 .026
FREIG . 203.341 205.296 1.955
B A e ettt 136.207 136.207 .
USEE S, e 67.134 69.089 1.955
Prescription Drug USer FEE ACL........c.occvreerviniieeee e 11.453 12.276 .823
GeNEriC Drug USEr FEE.......covviiieieieeeie et 54.083 55.167 1.084
Biosimilars User Fee Act.... 1.348 1.382 .034
Outsourcing Facility........... 25 264 .014
Biologics............ 344.267 354.901 10.634
Biologics, BA.............. 211.382 215.443 4.061
Biologics, User Fees... 132.885 139.458 6.573
Center......coeveeenne 298.979 311.209 12.23
BA e 171.096 174.052 2.956
FDASIA Implementation [non-add].........ccccceevrniennennniennireenesees . 1.93 1.93
Antimicrobial Resistance (includes CARB) [non-add]...........cccoueuenee. 1.26 3.492 2.232
USEE S, 127.883 137.157 9.274
Prescription Drug USer FEe ACL........c.ocovreerrinreeeie e 115.493 123.801 8.308
Medical Devices USer FEe ACL..........ccuovevruriorieiieeneeeeee e 10.549 11.475 .926




FY2015 FY 2016
Activities . FY 2016 FY16 Final+/-
FY 2015 Final Final FY15 Final
GeNEriC Drug USEr FeE.......covviiiiiriceiee e 1.052 1.072 .02
BioSimilars USEr FEE ACL........cocveiieiieiieenceseesee e 789 .809 .02
FRHEIA. ..o e 45.288 43.692 -1.596
B A ettt 40.286 41.391 1.105
FDASIA Implementation [Non-add].........ccoceorevirnienninninicene . 1.105 1.105
USEr FEES.....oiviiiiiiiiciici 5.002 2.301 -2.701
Prescription Drug User Fee Act 481 2.084 -2.726
Medical Devices User Fee Act..... 192 217 .025
GeNeric Drug USEr FeE.......coviiiiirieeiees s
BioSimilars USEr FEE ACL........cooveiieiiciieensee e . . .
ANIMal Drugs and FEEAS..........cooiiiriiriieenese e 174.783 188.632 13.849
Animal Drugs and Feeds, BA 3/........cccoiiiiiieiieineee et 147,577 158.652 11.075
Animal Drugs and Feeds, User Fees.. 27.206 29.98 2.774
Center... 119.314 122.508 3.194
B A bbbttt nas 93.505 94.005 5
Food Safety [NON-add].......cccocerieirniiniineie e 61.549 63.549 2.
Antimicrobial Resistance (includes CARB) [non-add]...........ccccoeuenee. 20.296 20.296 .
USBE FBES. ..ttt bbb 25.809 28.503 2.694
Animal Drugs USEr FEE ACL......c.ccv i 19.814 20.125 311
Animal Generic Drug USer FEe ACL........ccocevivvereiirnienneseesiecnieiens 5.995 8.378 2.383
Food and Feed Recall USer Fee...........ccccoevirinniciiiinnseccee . . .
L T=] o OSSR SROSRPRPI 55.469 66.124 10.655
B A s 54.072 64.647 10.575
Food Safety [NON-add].......c.cocerieiininiineienenee e 51.181 61.756 10.575
USBE FBES. ..ottt bbbt 1.397 1.477 .08
Animal Drugs USEr FEE ACL......c.ccv i 404 411 .007
Animal Generic Drug User Fee Act.... .186 .259 .073
Food and Feed Recall User Fee......... . .
Food Reinspection User Fee..... .807 .807 .
Devices and Radiological Health......... 440.01 450.304 10.294
Devices, BA............. 320.825 323.253 2.428
Devices, User Fees.. 119.185 127.051 7.866
Center... 344.278 352.048 7.77
B A 240.345 240.808 .463
Antimicrobial Resistance (includes CARB) [non-add].........c.cccoevveienne. 3.268 3.768 5
Precision Medicine Initiative [non-add].........cccocoovivnninninninienne . 2. 2.
USBE FBES. ...ttt bbbttt 103.933 111.24 7.307
Medical Devices USEr FEE ACL........cccovrreiriineersenee e 97.81 104.991 7.181
Mammography Quality Standards ACt..........cccocevvreiersiennenrereee 6.123 6.249 126
L T=] o OSSR SROSRRRTPRTT 95.732 98.256 2.524
B A et e enes 80.48 82.445 1.965
FDASIA Implementation [non-add].........cccoceevrveniennnienecreeneeens . 1.965 1.965
USBE FBES. ...ttt bbbttt e 15.252 15.811 .559
Medical Devices USEr FEE ACL........cccviverireiieereenee s 1.913 2.199 .286
Mammography Quality Standards AcCt..........cccccevvveienniennienneseeee 13.339 13.612 273
National Center for Toxicological Research............cccovvevveienniiinincennene, 63.331 63.331
B A bbbttt eae e 63.331 63.331
Food Safety [non-add].... 10.233 10.233 .
Cosmetics [Non-add].......cccocevvrvennernenineireeseeenes .908 .18 -.728
Antimicrobial Resistance (includes CARB) [non-add]..... 1.744 1.805 .061
USEE S, . . .
Center for TobacCo ProduUCLS .........cccccoiiirirriiiiineeee e 531.527 564.117 32.59
TODACCO, BA.....oiiiiiiiieici et




FY2015 FY 2016
Activities . FY 2016 FY16 Final+/-
FY 2015 Final Final FY15 Final
TODACCO, USEE FEES.......cuiiiiiciitit e 531.527 564.117 32.59
[T 01 (- S 515.64 547.454 31.814
B A e e r s . . .
USBE FBES. ...ttt e et e et 515.64 547.454 31.814
Institute of Medicine AGreement ...........ccccovrreeierinnnecieeneeeenes . 1. 1.
Family Smoking Prevention and Tobacco Control Act...........ccccvne... 515.64 546.454 30.814
FHEIA .ottt abe 15.887 16.663 776
BA..... . . .
USBI FEES....eeeee ettt 15.887 16.663 776
Family Smoking Prevention and Tobacco Control Act.... 15.887 16.663 776
OLher ACLIVITIES ....oveveicicece ettt sr e ae e 277.453 289.562 12.109
B A ettt e e e nree s 173.362 181.587 8.225
Food Safety [NON-add]........cccoeerrniiiiicc s 73.285 77.212 3.927
Foreign High-Risk Inspections [non-add]..........ccccccovreiiinnnnncenen. . 5. 5.
Office of the COMMISSIONET.......cc.ccviieiiieiseer e 48.019 48.167 .148
Office of Foods and Veterinary MediCine..........cccovuvuveerininnnecieninnnnns 18.077 20.841 2.764
Office of Medical Products and Tobacco...........ccceceevrirvnccininnniine, 9.697 9.626 -.071
Office of Global Regulatory Operations and Policy............ccccocvrvrenenne. 13.665 18.765 5.1
Office Of OPEratioNS........ccvvveirieirisieri et 30.056 30.735 .679
Office of the Chief SCIENLISE.......ccvveivieiicierc e 26.135 25.943 -192
CONETAL ..ottt bbb se e neene 27.713 27.51 -.203
(@ I =T ) - ST . . .
USEI FBES.. ettt ettt nbe e e e 104.091 107.975 3.884
Prescription Drug USer FEE ACL.........couivrriiireinirreeee e 48.639 52.139 35
Medical Devices User Fee Act............ 6.733 6.259 -474
Generic Drug User Fee................ 24.205 24.69 485
Biosimilars User Fee Act....... 1.321 1.354 .033
Animal Drugs USEr FEE ACL........ccv i .898 913 .015
Animal Generic Drug USer FEE ACL.........cccccvrirrrrierennnseecn e 277 .388 A1
Family Smoking Prevention and Tobacco Control Act..........cccceeveee. 20.668 20.789 121
Mammography Quality Standards ACL...........ccccoevrrreeininnneeeeenes 243 .248 .005
Food and Feed Recall USer Fee...........ccceveviririnneieiennceees e .075 .075
Food ReinsSpection USEr FEE.........covvuiiiriniiiriee s 48 48
Voluntary Qualified Importer Program..........cccoceevveivnsensienesiennsennns 277 277 .
Third Party Auditor Program.........c.cccceeeeveensennneiesense e . .073 .073
OUtSOUrCING FaCHlity........coiiiriiieieie e 275 .29 .015
White Oak Consolidation ... 47.116 52.346 5.23
B A bbb 43.044 48.044 5.
Feasibility Report [non-add]........ccocooevviniiiieiir e . 5. 5.
USEIE FBES.. ittt et ettt nre e 4.072 4.302 .23
Prescription Drug USer FEE ACL........ccccvvrveierieiieiei e 4.072 4.302 23
Other Rent and Rent-Related............cooveeiiiinnciiesscecseeeeeas 116.406 119.56 3.154
B A et e e e e nree s 72.943 73.484 541
Food Safety [NON-add].......ccceovririniiiiiiniee s 36.682 37.078 .396
Precision Medicine Initiative [non-add].........cccccornnrininiennniscnnen, . 145 145
USEIE FBES.. ittt et ettt b e nre e 43.463 46.076 2.613
Prescription Drug USer FEE ACL........cccivrveerieiriiei e 28.134 29.724 1.59
Medical Devices USEr FEE ACL.......ccccvveereiiiieisisesee e 4.027 4.558 531
GENEriC Drug USEr FEE......cvciiiieieeeses e 6.73 6.862 132
Biosimilars User Fee Act....... .602 617 .015
Animal Drugs User Fee Act................ 225 228 .003
Animal Generic Drug User Fee ACt.........ccccovvrnerineennns .069 .097 .028
Family Smoking Prevention and Tobacco Control Act........................ 3.233 3.502 .269




FY2015 FY 2016
Activities . FY 2016 FY16 Final+/-
FY 2015 Final Final FY15 Final
Food and Feed Recall USer Fee...........cccccevirinnieiiiennniccccee .043 .043
Food Reinspection User Fee.................. .204 .204
Voluntary Qualified Importer Program...........ccoeevveieniennenenennenens 17 17 .
Third Party Auditor Program.........c.ccvernennenieeneesse e . .045 .045
Outsourcing FaCility........cocovviiiiiires e .026 .026 .
GSA RENL. ...t 228.428 239.105 10.677
B A e 168.882 176.683 7.801
Food Safety [NON-add].........cocoriririiiniiieienene e 78.145 825 4.355
Precision Medicine Initiative [non-add]..........ccccooevviinninniniennene, . 247 247
USEE FEBS.....oiiiiiiii e 59.546 62.422 2.876
Prescription Drug USer FEE ACL........covirierniniereesecsee s 24.147 25.512 1.365
Medical Devices USEr FEE ACL.........ccccoiirirririiiinneec s 7.058 7.978 92
GENEriC Drug USEr FEE.....coieeiiiiieeesiec et 14.421 14.705 .284
Biosimilars User Fee Act.... 1.054 1.08 .026
Animal Drug USEr FEE ACL........c.ceiiierieiieenesese e 1.123 1.141 .018
Animal Generic Drug USer FEe ACL.........cocovvvrireiinnienneseesecseiens A17 .583 .166
Family Smoking Prevention and Tobacco Control Act...........cc.ccceeee. 10.572 10.592 .02
Food and Feed Recall USer Fee...........ccccoevirinniciiinnsceccee .073 .073
Food Reinspection User Fee......... .348 .348
Voluntary Qualified Importer Program..........cccoeeveiennensieneneninenens 29 .29 .
Third Party Auditor Program........ccocceereneneesee e . .077 .077
Outsourcing FaCility........cocvrvviiieirre e .043 .043 .
Other INAefinite USEr FEES.......oiviuiiiiiireeet s 20.683 20.9 216
Color CertifiCation........c.oeiieirieese e 8.301 8.518 216
EXPOrt CertifiCation........cccooeirieiniiiseesesie s 4.696 4.696
Priority Review Vouchers Pediatric DiSEase........cocvvrvrevereirieienecrisenennas 7.686 7.686
BUildings & FaCIlItIES........cciiviieiriecee e 8.788 8.788 .
Ebola EMergency FUNAING ...........coceiiiniiiiiiiisecctse e 25. ) -25.
Totals
Discretionary Budget AUTNOTITY..........c.ccviiiiiineieiiese e 2,595.824 2,728.096 132.272
Food Safety [non-add]............cccooviiiiiiiiiii 1,214.478 1,319.656 105.178
CoSMELICS [NON-AAA].......eeveeeeierieeieiseee e eenen 12.426 11.7 -.726
Antimicrobial Resistance (includes CARB) [non-add].........cc.cccevverirnennns 30.442 39.638 9.196
High Risk Inspections [NON-add].........ccccoveiriinniinnenieseesecse e . 5. 5.
Precision Medicine Initiative [non-add].... 2.392 2.392
FDASIA Implementation [Non-add].........cccccoevverinniininnienenesecene . 5. 5.
Sunscreen [NON-add].......coovirierriie e 11.436 12.263 .827
Orphan Product Development Grants Program [non-add].........c.ccccoeeeane. 14.035 16.535 25
White Oak Feasibility [non-add]..........cccoceiviiiiiiiiiiccc 43.044 48.044 5.
USEI FBES.....uiiiiiiiiiee e 1,909.351 2,017.191 107.839
Total Program LEVEL........cccciiiiiiiiieieise e 4,505.175 4,745.287 240.111
Ebola EMErgency FUNAING ....ccovveiierieiierieesesiee st seeneens 25. . -25.
Total, Program Level with Ebola Emergency Appropriation...........ccococceevvveieneninnee. 4,530.175 4,745.287 215.111

1/ This total within the Foods Program reflects resources allocated to the Office of Colors and Cosmetics.

2/ Sunscreens are a subset of the Over-the-Counter Drugs total, which encompasses other non-prescription drug products. The increase in FY 2016
includes the $716 thousand increase for Sunscreen activities. This number does not include all of the Agency’s efforts to implement the Sunscreen
Innovation Act.

3/ While the FY 2015 increase for Animal Drugs and Feeds of $977K for Antimicrobial Resistance (AMR) activities was originally requested and
received as part of food safety, FDA now tracks those resources under Medical Product Safety.



